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*****

FDA Relaxes Drug Access Policy

     In a surprise announcement on July 23 to the Lesbian and Gay
Health Conference and AIDS Forum in Boston, U. S. Food and Drug
Administration Commissioner Frank E. Young told an audience of
several hundred people that the FDA would allow patients to
import small quantities of unapproved medicines for personal use.
The policy applies to AIDS and other diseases as well.

     For some time the FDA has quietly not objected to patients
bringing small quantities of medicines from abroad, if they
brought them in personally when returning from a trip. However,
most patients cannot afford to fly periodically to Europe, Japan,
or elsewhere if they need medicines unavailable in the United
States.  The controversy about dextran sulfate as a possible AIDS
treatment led to negotiations between the FDA and AIDS treatment
organizations, leading to a compromise allowing patients to
receive dextran sulfate by mail, under certain conditions which
both sides could live with.  This compromise has now become for-
malized as a written "pilot guidelines for release of mail impor-
tations" -- to the surprise and approval of AIDS treatment
activists, who had expected the agency to implement the comprom-
ise quietly, and only for dextran sulfate or for other drugs for
which great pressure developed.  (News of the policy announcement
appeared on page 1 of the West Coast edition of Monday's New York
Times; it may have appeared in late Sunday editions elsewhere.)

     The last element of the compromise concerned what happens in
the minority of cases where packages get stopped by customs. In
those cases the patient will have to sign a form to receive the
package, acknowledging that he or she knows that the drug has not
been proved safe and effective.  The FDA wanted a physician's
prescription or at least a physician's signature on a letter
stating that the patient was being monitored.  The AIDS organiza-
tions said that such an arrangement was unworkable, as physicians
would not sign due to fear of potential lawsuits, and reluctance
to put their names on an FDA list.  The compromise was that the
patient would have to name his or her physician to receive the
package, if it was stopped.

     The FDA had been reluctant to allow individuals to receive
the drugs by mail at all, because it feared the development of
offshore businesses set up to sell unapproved drugs to Americans.
The agency has made it clear that it will not tolerate commer-
cialization of unproven drugs under its new policy.

Analysis and Comment

     The new policy reflects the spirit of the "third moral
appeal" of the ARC/AIDS Vigil in San Francisco:  "We appeal to
the FDA to immediately allow American physicians to prescribe
medicines and treatments for ARC and AIDS that are available to
their colleagues in other countries."  (The ARC/AIDS Vigil has
held a continuous vigil and AIDS information center outside the
Old Federal Building in San Francisco, with people there 24 hours
a day every day for over two years.)

     The recent FDA announcement could mark a major improvement.
On the other hand, it might prove unworkable or ineffectual; or
it might be abused, leading to pressures for its cancellation.
At the time of this writing -- two days after the announcement --
we believe that the FDA deserves credit for a good-faith effort
to develop cooperation with the AIDS community.

     This policy does not address all of the research and access
problems, however.  For example, it will probably do nothing to
make drugs like ampligen more quickly available.

Potential Benefits

     * If it proves workable, the new policy could let us move
attention away from the underground mindset and operation, in
order to focus on the more important issue of what drugs do work,
and how should the drug trials be organized.  While the question
of a person's freedom to use a treatment whether or not it works
is indeed an important issue -- for empowerment and for other
reasons -- the more important question is what treatments do in
fact work, and how can the evidence be collected, evaluated, and
applied quickly and effectively.  If the FDA's new announcement
proves effective in practice, it will let everyone focus less on
fights over access, and more on how we can work together to get
treatments tested and made available.

     * Second, the new policy could remove major red-tape obsta-
cles hindering community-based trials of some of the drugs most
interesting to scientists and physicians.  We have heard that
some of the most highly regarded physicians are delighted that
now they can set up community-based clinical trials for the bene-
fit of their patients, using the most appropriate experimental
treatments that otherwise were in practice prohibitively diffi-
cult to get.  If the patient can order a personal supply of the
drug from France, Japan, or elsewhere, certain well-justified
trials which otherwise would not happen can now take place, lead-
ing to faster AIDS research for everyone's benefit.

     * Researchers hope that the new policy will reduce the
incidents of patients in drug trials secretly violating the trial
conditions by using other treatments and not telling the investi-
gators.  Such secret treatment while one is in a trial degrades
the data and harms everyone, by casting a pall over any trial
results.  But as long as patients are put in "lie or die" situa-
tions by poorly designed clinical trials, which compare medically
unjustified treatment options such as one drug alone vs a pla-
cebo, without proper management of opportunistic infections in
either study arm, no amount of preaching will be effective.

     The new FDA announcement moves away from the policy of forc-
ing patients into trials by denying other means of access to
treatments.  If those who only want dextran sulfate, for example,
can get it on their own and not only through a trial, then the
motives for volunteering for a trial can shift more toward
altruism, rather than drug access.

     Much work remains to be done in reconciling the needs of
researchers with those of patients and their physicians.  For
example, many trials cannot recruit volunteers, often because the
studies have imposed conditions so much against the volunteers'
interests that physicians will not recommend that their patients
participate.  We are seeing some hopeful signs that researchers
are moving away from forcing patients into trials, toward making
the trials more attractive -- for example, by using blood-test
"markers" such as poor blood counts as study endpoints, instead
of severe illness or death.

     * And legal access to drugs not yet approved in this country
could end the festering scandal of drugs used by thousands of
people in Europe, Japan, or elsewhere being unavailable to Ameri-
cans, even when they are unquestionably the only appropriate
treatment for the patient.  In the past these drugs have been
accessible only to those Americans who could afford to travel to
pick them up -- a loophole for the rich and influential which
allowed the system to continue, because if enforcement had been
tightly applied to everyone, political opposition would long ago
have forced reform.  Allowing patients to receive the drugs by
mail will help to end this shameful situation of one medicine for
the rich and another for everyone else.

     It takes six to eight years to get a drug approved in the
United States -- and the clock starts only after the physicians,
scientists, and investors most knowledgeable about the drug have
good reason to be interested in it.  The process costs so much
that companies often don't bother with U. S. approval, even for
drugs which unquestionably do work, meaning that Americans will
never have regular access to drugs in common use elsewhere.  The
system must be reformed, but reform takes time; allowing Ameri-
cans to order drugs not approved here is a stopgap which can save
lives in the meantime.

Potential Risks

     * The new policy might prove unworkable in practice -- as
happened with the "treatment IND", announced by the FDA over a
year ago to speed access to experimental drugs for serious or
life-threatening conditions, which has had almost no practical
effect since then.

     We believe that today's situation is different, however.
With the treatment IND, all the initiative had to come from the
top.  Nothing happened unless both the FDA and a drug company
agreed -- and neither one had incentive to act.  But allowing
patients to order personal-use quantities of unapproved drugs
decentralizes the initiative to patients and physicians.  No cen-
tral approval or other action is needed.

     And if patients and physicians are frustrated in their
attempts to obtain appropriate treatments, the public will know
of the problem right away.  With the treatment IND, it took a
year of hoping that something was happening behind the scenes for
the public to realize that the system wasn't working.

     * Another danger is that fast-buck artists will abuse and
discredit the system.  They could, for example, use their First
Amendment rights to promote dubious treatments in the U. S.,
while secretly benefitting from businesses they set up abroad.

     There is no quick fix for this problem.  The AIDS community
will have to put more effort into warning itself about frauds,
and urging people to talk with their doctors before they part
with their money.  In the past we have had to work first and
foremost for access.  Now, if the FDA's new policy proves work-
able, patients can focus less on how to get a drug, and more on
whether or not they should do so.

*****

Chinese Herbs Screened for Anti-HIV Activity

     Two researchers, one at the University of California at
Davis and the other at the Chinese University of Hong Kong, have
screened 27 herbs used in traditional Chinese medicine for treat-
ing infections.  Five of the herbs almost completely stopped HIV
in laboratory cells; six others also showed significant activity
(see lists below).  The scientists published this work in the
journal Antiviral Research earlier this year.

     The first step in the study was to select the herbs.  The
researchers used a computerized database of traditional Chinese
medicinal herbs, compiled at the Chinese University of Hong Kong,
to select the 27 herbs to test.  Many others would also be
appropriate for the same screening.

     Then crude extracts were prepared by boiling "under reflux",
meaning that special apparatus was used to condense and recircu-
late vapors.  After further purification steps, the researchers
ran tests to find the greatest concentration of each extract
which was not toxic to the cells and did not inhibit their
growth.

     Then each of the 27 herbs was assayed by adding HIV to the
cell cultures in the presence of the largest nontoxic concentra-
tion of the extract.  Every assay was repeated three times.  To
be considered as showing anti-HIV activity, every one of the
three assays had to reduce the percent of infected cells by at
least three standard deviations from the average value in control
assays (which were done in quadruplicate).

     For example, the herb which did best, Viola yedoensis,
reduced the percentage of infected cells from 12.8 to zero in the
first assay, from 3.8 to .4 in the second, and from 21.5 to
extract not toxic to the cells.

     The five best herbs were Arctium lappa L., Viola yedoensis,
Andrographis paniculata, Lithospermum erythrorhizon, and Alter-
nanthera philoxeroides.  The other six which also passed the test
in all three assays were Epimedium grandiflorum, Lonicera japon-
ica, Woodwardia unigemmata, Senecio scandens, Coptis chinensis,
and Prunella vulgaris.

     The researchers studied one herb, Viola yedoensis, in
greater depth.  They found that it did not kill or inactivate HIV
on direct exposure, did not induce interferon production by the
cells, and did not inhibit herpes or other viruses against which
it was tested.  The mechanism of action against HIV is unknown.

Comments

     The fact that a drug stops HIV infection in the laboratory
does not mean that it will work in people.  And in this experi-
ment, the concentrations of herbal extracts tested -- the maximum
concentration which did not harm the cells which the HIV was
infecting -- was probably much higher than could be achieved in
the body.  Presumably blood levels were not measured because of
the many obvious difficulties of conducting any human experimen-
tation.  If the researchers had set out to run human trials,
their project would not have happened at all.

     Yet despite this caution in interpreting the results, it
seems clear that a medicine long used in humans and which almost
completely stops infection of cells by HIV at a concentration
harmless to the cells deserves a closer look. How will this
research be carried out?

     The authors stated in their paper that they do not have the
expertise or facilities to isolate and identify the anti-HIV
compounds.  Drug companies could do this work.  But even if one
took an interest -- and few of even the largest pharmaceutical
companies have any antiviral program -- it would take years to
isolate the chemicals, learn how to manufacture and use them, and
get them approved as drugs.

     The alternative, of course, is to test the herbs themselves,
with the help of herbalists familiar with them. Such a trial
might be done through a community-based research organization
such as New York's Community Research Initiative. That way the
trial would meet all legal standards for protection of patients,
and also meet scientific standards of good study design and data
collection and analysis, so that the results would be credible.

     In practice it will take a long time to get any such study
going, because there are so few organizations now doing
community-based trials, and so many candidate drugs to test.
Meanwhile people are likely to try some of the herbs on their
own; most if not all of those mentioned above are widely avail-
able.  Anyone trying herbs should at least check with herbalists,
physicians, or other experts about dosage, precautions, and any
other information on how to use them safely.  Even though herbs
are "natural", they are medicines and must be used appropriately.

For More Information

     For more information on screening the herbs for anti-HIV
activity, see R. Shihman Chang and H. W. Yeung, "Inhibition Of
Growth Of Human Immunodeficiency Virus By Crude Extracts OF
Chinese Medicinal Herbs", Antiviral Research, 9 (1988), pages
163-176.

     Note that we have only reviewed the article here.  We have
not interviewed the authors, or herbalists or other experts. We
hope that others, perhaps an organization of herbalists or of
persons interested in AIDS treatments, will look further into
these potential treatments.  We do not know of anyone following
up these leads at this time.

*****

Autovaccination Report

     An autovaccination treatment developed at the University of
Dusseldorf in West Germany has shown impressive results in the 14
AIDS/ARC patients treated so far, according to a letter published
last month in The Lancet.  42 additional patients have now
entered the study.

     The 14 patients started the treatment in 1985 and 1986. 12
have shown clear and often major clinical improvement -- includ-
ing those who had had pneumocystis once or more before beginning.
(Of the other two, one left the study in 1986 and died a year
later; the second, an IV drug user who also has hepatitis B, is
still alive although his condition has worsened since he started
the trial in June of 1986.)

Comment

     The treatment consists of a heat-treated, killed-virus vac-
cine prepared from each patient's own blood.  This approach over-
comes the usual vaccine problem of the great variation among dif-
ferent strains of HIV. A vaccine prepared for one strain usually
will not work for others; but here the patient's own strain is
used.

     Autovaccination also eliminates the worry of reinfection
with a different strain in case some of the virus should survive
the heat treatment.

     But how could it help to inoculate the patient with antigens
which he or she already has?  The answer may be that the AIDS
virus subverts the process by which the body normally produces
antibodies, causing it to produce more virus instead. But the
killed virus cannot infect the T-helper cells, so it might allow
the body's normal defenses to work, even when they could not work
against the live virus.

For More Information

     For more information about autovaccination as an AIDS/ARC
treatment, see the letter by H. Bruster and others, The Lancet,
June 4, 1988, pages 1284-1285.  Most of the other information now
available -- referenced in that letter -- has been published only
in German.

*****

AmFAR Supports Community Trials

     The American Foundation for AIDS Research (AmFAR) awarded
$30,000 to New York's Community Research Initiative, and $50,427
to San Francisco's County Community Consortium, for testing AIDS
treatments through patient volunteers in physicians' private
practices.  Such community-based trials can be set up much faster
than the usual trials at university or government medical
centers.

     AmFAR has also earmarked up to one million dollars -- to be
raised at a Carnegie Hall concert organized by Leonard Bernstein
-- for additional community trials.  The benefit concert is
scheduled for World AIDS Day, December 1, 1988.

     Since 1985, AmFAR has awarded $11 million is seed or start-
up grants to more than 170 research teams.  These grants have
usually been for AIDS laboratory studies.  Support for
community-based clinical trials represents a new direction for
the organization.

*****

Dextran Sulfate Available Faster

     Positive Action HealthCare in San Francisco (see AIDS Treat-
ment News January 1, 1988) has arranged for a supplier in Japan
to ship small quantities of dextran sulfate for personal use.
Delivery should take 10 to 14 days -- compared with four to six
weeks usually required in the past, when people had to collect
orders and fly to Japan to fill them.  Anyone using dextran sul-
fate should be monitored by a physician; and U. S. Customs will
occasionally hold a package and ask the addressee to name his or
her physician before the drug is released.

     To order 1000 300-mg Kowa brand tablets, send your name,
address, and phone number and a cashier's check or money order
for $400.00 to:


       Alpha Impex
       c/o Positive Action Healthcare
       450 Sutter St, Suite 1123
       San Francisco, CA 94108


     For more information, call Fred Ponder, Positive Action
HealthCare, (415) 788-7545.

Comment

      We expect prices to come down in the future, as the $400.
is the same price as before, even though the costs of airfare and
hotel are no longer necessary.

*****

San Francisco:  Organize AIDS Benefit

     SoMARTS AGAINST AIDS, a group of South of Market galleries
and businesses, has organized a series of benefits in August,
including:

     * Gran Fury representative Tom Kalin speaks on August 6;
admission is free to this event.  Gran Fury, a collective of
artists in all fields, has done outstanding work with ACT UP in
New York.  Kalin will discuss options for organizing similar pro-
jects here.

     * Other events include photographic exhibitions on kissing
(Bruce Velick Gallery), on monuments and memorials (New Langton
Arts), and on women with AIDS (The San Francisco Arts Commission
Gallery).  Performances include a work in progress by Ellen
Sebastian (August 20), a reading "Eros and Writing" (August 5),
and a wrap-up party on a ship at Fort Mason (September 4).

     Beneficiaries include AIDS Treatment News, the San Francisco
Suicide Prevention Hotline, the AIDS Emergency Fund, and the San
Francisco AIDS Foundation Food Bank.

     For more information about any event, call the information
line, 621-0208.

*****

San Francisco:  Project Inform Needs Volunteers

     Project Inform, which provides information about new and
experimental AIDS and HIV treatments, urgently needs volunteers
for hotline and other work.  Due to increasing publicity, its
hotlines now handle 4,000 calls a month, a major increase in just
the last two months.

     Volunteers benefit by helping a larger cause, working one on
one with people in need, and staying current on AIDS treatment
information.

     Those who can work during the day can help on the hotline.
In the evening there is other work in the office.

     Hotline training consists of one day of classroom instruc-
tion, followed by three weeks of supervised work.  On the last
week trainees answer calls while a more experienced volunteer
listens in.

     If you might be able to volunteer, call (415) 558-9051 and
ask for a volunteer application.

*****

San Francisco:  Dr. Levin Speaks, August 9

     As we went to press, we learned that Dr. Alan Levin of Posi-
tive Action Healthcare will speak at the weekly meeting of The
Healing Alternatives Foundation, Tuesday August 9, 7:30 PM, at
the Metropolitan Community Church, 150 Eureka St., San Francisco.
John S. James of AIDS Treatment News will also be on the panel.

*****
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